Amendments to the Claims 



The listing of claims wilt replace all prior versions, and listings, of claims in the application: 
Listing of Claims 

1 . (currently amended) A pharmaceutical dosage form comprising th e act i v e substanc e N-(2- 
(2-phthalimidoethoxy)-acetyl)-L"'atanyl-D-glutamic acid. 

2. (currently amended) The pharmaceutical dosage form according to claim 1 wherein the 
dosage form is suitable for controlled [[and /]] or targeted delivery of th e active substance 

N-(2-(2-phthalimidoethoxv)-aGetvl)-L-alanvl-D-glutamic acid to the distal portions of Uie 
gastrointestinal tract of humans and animals. 

3. (currently amended) The pharmaceutical dosage form according to claim 2 wherein the 
distal portions of the gastrointestinal tract are selected from the group consisting of the 
ileum, the ceacum and the colon. 

4. (currently amended) The pharmaceutical dosage form according to any on e of G l a i ms from 
44Q- ^laim 1 wherein Uie dosage form is administered to humans or animals in the amount 
from about 10 mg to about 1000 mg of the active substance according to claim 1 in a 
single dose or more divided doses, 

5. (currently amended) The pharmaceutical dosage form according to any one of clai ms 1 to 
[[4] ]claim 1 wherein the dosage form comprises a core and an inner coat. 

6. (currently amended) The pharmaceutical dosage form according to claim 5 wherein the 
core comprises the a ctiv e substanc e N-(2-{2"phthalimidoethoxy)-acetyl)-L-alanyl-D- 
gtutamic acid and a polysaccharide. 

7. (currently amended) The pharmaceutical dosage form according to claim 6 wherein the 
polysaccharide is selected from the group consisting of pectin or alginate, either in the 
form of acid or in the form of metal salt, gaiactomannans, covalenUy crosslinked dextran, 
amylose, xanthans, carraaeenan , their respective saits with the same specific 
degradabilitv> [[and]] starch [[or]] and combinations thereo fo f th e said polysacchar i d e s or 
the i r sa l ts w i th the sam e sp e cif i c d e grad a b i l i ty , 

8. (original) The pharmaceutical dosage form according to claim 7 wherein the 
polysaccharide is selected from the group consisting of pectin and calcium pectinate. 
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9. (original) The pharmaceuticai dosage form according to ciaim 6 wherein the core is a solid 
dispersion of the active substance in the calcium pectinate, forming a calcium pectinate 
matrix. 

10. {original) The pharmaceuticai dosage form according to claim 6 wherein the core further 
comprises a gtidant selected from the group consisting of magnesium stearate, calcium 
stearate and aerosil. 

1 1 . (original) The pharmaceutical dosage form according to claim 5 wherein the inner coat 
prevents ttie release of the active substance in the proximal portions of ttie small intestine. 

12. (currently amended) The pharmaceutical dosage form according to claim 1 1 wherein the 
inner coat comprises a polymer selected from the group consisting of methacryiate ester 
copolymers, a mixture of poiyvinyl acetate and polyvinylpyrrolidone and[[/or]] combinations 
thereof, 

1 3. (currently amended) The pharmaceutical dosage form according to claim 12 wherein the 
selected combination of polymer[[s]] is a combination of copolymers of acrylic and 
methacrylic acid esters [|with]] having a low content of quartenary ammonium groups. 

14. (currently amended) The pharmaceuticai dosage form according to ciaim 5 wherein the 
dosage form further comprises an outer coat which is insoluble in an acidic environment at 
a pH below 5 and prevents release of the N-(2-(2-Dhthalimidoethoxv)-acetvl)-L-alanvl-D- 
glutamic acid a otive substance in [[the]] an acidic medium of [[the]] a stomach of an animal 
or human . 

1 5. (currently amended) The pharmaceutical dosage fomi according to claim 14 wherein the 
outer coat comprises an acidoresistant polymer selected from the group consisting of: 
derivatives of methacrylic acid copolymer, hydroxypropylmethyl cellulose phthalate, 
hydroxyethylcellulose phthalate, cellulose acetate phthalate, polyvinyl acetyl phthalate, 
hydroxypropylmethytcellulose acetate succinate f[or]]and combinations thereof, 

16. (currently amended) The pharmaceutical dosage forni according to claim 1 5 wherein the 
acidoresistant polymer is an anionic copolymer based on comprising methacrylic acid and 
ethyl aery late. 

17. (currently amended) The pharmaceutical dosage forms according to claim[[s 12 and]] 15 
wherein the inner coat or outer coat further comprises a glidant selected from the group 
consisting of talc, kaolin and glycerol monostearate. 

18. (original) The pharmaceutical dosage form according to claim 17 wherein the glidant is talc. 
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19. (currency amended) The pharmaceutical dosage forms according the claim[[s 12 and]] 15 
wherein the inner coat or outer coat[[s]] further comprise a piasticizer selected from the 
group consisting of triethyl citrate, tributyl citrate, acetyltriethyl citrate, acetyitributyi citrate, 
diethyl phthalate, dibutyl phthalate, dibutyl sebacate, glyceryl triacetate, triacetin, 
polyethylene glycol 6000 and polyoxyethyiene (20) sorbitan monooleate. 

20. {original) The phamiaceutical dosage form according to claim 1 9 wherein the piasticizer is 
Wethyl citrate. 

21 . (currently amended) A phamiaceutical dosage form comprising: 

a core fMl comprising a calcium pectinate matrix in which th e activ e substanc e N-(2-" 
(2-phthalimidoethQxv)-acetvl)-L-alanvl-D-qlutamic acid is dispersed, the core further 
comprising magnesium stearatefj, and]]; 

an inner coat [[-]] comprising potymere Eudragit RS and Eudragit RL, talc and triethyl 
citrate[[,l]: and 

an outer coat [[-]] comprising polymer Eudragit L-55, talc and triethyl citrate. 

22. (currently amended) A pharmaceutical dosage fomi comprising: 

a core [[-]] comprising a calcium pectinate matrix in which an active substance is 
dispersed, the core further comprising magnesium stearate[[, and]]; 

an inner coat [[-]] comprising polymers Eudragit RS and Eudragit RL, talc and triethyl 
citrate[[,]]i and 

an outer coat [[-]] comprising polymer Eudragit L-55, talc and triethyl citrate. 

23. (currently amended) The pharmaceutical dosage form according to claim 22 wherein the 
active substance is Gclocted from the group consisting of any activ e sub s tanc e s that n ee d 
a=ie suitable for controlled [[and/]]or targeted delivery to the distal portions of the 
gastrointestinal tract of humans or animals. 

24. (currently amended) The pharmaceutical dosage form according to claim 23 wherein the 
distal pori:ions of the gast r o i ntesti nal tract are selected from the group consisting of the 
ileum, the caecum and the colon. 

25. (currently amended) The pharmaceutical dosage form according to any of cla i ms from 1 to 
2 4claim 1 wherein the dosage form may be in a form of is a microcapsule, a coated 
microparticle, a coated microsphere, a coated granule, a coated pellet, a tablet or a 
capsule. 

26. (currently amended) The pharmaceutical dosage form according to claim 25 wherein the 
dosage form is m-a^ formof a micrcxiapsule. 
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27. (original) The pharmaceutical dosage form according to claim 26 wherein the 
microcapsules are further incorporated into an inert tablet matrix or an inert capsule. 

28. (currently amended) The pharmaceutical dosage form according to claim 5 wherein the 
dosage fomi is i n a form of a microcapsule which is embedded into: 

ei th e f -i nto a gastroresistant tablet matrix forming a tablet[[, or]]; 

[[into]] an inert tablet matrix vriiich is subsequently coated with a coat from a 
gastroresistant [[and/]]or aoidoresistant polymer forming a tablet[[, or]]; 

[[into]] a capsule [ffrom] ]comprising a gastroresistant [{and/]]or aoidoresistant 
polymer[[J] or 

[[into]] an inert capsule which is subsequently coated with a co a tlfom a 
gastroresistant [[and/]]or acidoresistant polymer. 

29. (original) The phanmaceuticat dosage form according to claim 28 wherein the dosage form 
is a tablet comprising microcapsutes embedded into a gastroresistant tablet matrix. 

30. (currently amended) The pharmaceutical dosage form according to claim 29 where the 
tablet matrix rrisl lcomprises hydroxypropy! methyl cellulose phthalate combination with and 
a mixture of polyvinyl acetate and polyvinylpyrroiidone, 

31 . (currently amended) The pharmaceutical dosage form according to claim 28 wherein the 
gastroresistant [[and/]]or acidoresistant polymer is selected from the group consisting of 
derivatives of methacrylic acid copolymer, hydroxypropylmethyl cellulose phthalate, 
hydroxyethyl cellulose phthalate, cellulose acetate phthalate, polyvinyl acetyl phthalate, 
hydroxypropylmethylcellulose acetate succinate [[or]]and combinations thereof. 

32. (canceled) A process for the preparation of the pharmaceutical dosage form wherein the 
dosage form according to any one of claims from 1 to 31 is prepared, 

33. (currently amended) A method of treating a chronic inflammatory disease in a human or 
an animaL the method comprising administering to the human or animal Us e of a the 
pharmaceutical dosage form according to claim l o nv one of claims from 1 to 31 for the 
pr e paration of m e dicament for the treatment of chronic i nflammatory diseas e s in humans 
or anima l s . 

34. (currently amended) The method of claim SS y se- e f-a- ph o rm o ceuticai dosag e form 
according to<5 l a i m - 33 wherein the chronic inflammatory disease[[s areUjs selected from the 
group consisting of colitis, nonspecific ulcerative colitis and Crohn's disease. 

35. (canceled) Use of a pharmaceutical dosage form according to any one of claims from 1 to 

31 for the treatment of chronic inflammatory diseases in humans or animals. 
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(canceled) Use of a pharmaceutical dosage form according to claim 35 wherein the 
chronic inflammatory diseases are selected from the group consisting colitis, nonspecific 
ulcerative colitis and Crohn's disease. 
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